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REMARKS/ARGUMENTS 

1. Remarks on the amendment 

Claims 1-5, 7 and 9-10 have been canceled. New Claims 11-16 have been 
added to more specifrcally define Applicant's claimed invenlion. 

Antecedent basis can be found In the Specification and claims as fifed. More 
specifically, antecedent basis of new Claim 11 can be found on page 20, lines 13-15 
and on page 24, lines 0 to 24. 

Applicant particularly submits that Ceteareth-20 in the lotion described rn 
Example 2 of the Specification is a commercial product name, and this product is a 
poiyoxyethylene ether of cetyl and stearyl alcohol (see Exhibit, MSDS of the 
commercial product); Therefore, the chemical name of this component Is used in 
Claim 11, instead of the product name. 

Applicant respectfully submits no new matter Is introduced by the amendment. 

2. fcntltlement to the Claimed Priority 

Applicant submits that the Instant composition as defined by the new 
independent Claim 11 Is disclosed In the parent application Serial No. 09/976,915, 
which was filed on October 12, 2001. Therefore, Applicant's claimed Invention entitles 
priority date of October 12, 2001 . 

3. Response to the Rejections of under 35 USC S1 12 

Claims 1-5, 7 and 9-10 have been canceled, therefore, this rejection i& moot^ 

4. Response to the Rejection under 35 USC §1 03(a) 

Claims 1-5, 7 and 9-10 have been rejected under 35 U.S.C. §103(a) as being 
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unpatentable over Konner (U,S. 5,773,422) in view of Evans (EP 0137 627B1), This 
rejection is respectfully traversed by the amendment. 

Claims 1-5, 7 and 9-10 have been canceled. Applicant's remarlcs below are in 
reference to new Claims 11-16. 

Applicant submits that nothing in the art of record teaches or suggests the 
subject matter positively recited in the new independent Claim 11. As recited in 
independent Claim 11, Applicant's claimed demiatological composition consisting of 
an avermeclin compound fn a concentration from about 0.05% to 0.2% (wA^) in a 
lotion comprising glycerin, hydrogenated polylsobutene, cetearyl alcohol, 
polyoxyethylene ether of cetyl and stearyi alcohol, macadamia nut oil, dimethicone, 
tocopheryl acetate, stearoxytrimethylsllane, stearyi alcohol, panthenol, farnesol, 
benzyl alcohol, phenoxyothanol, aery lates/CI 0-30 alkyi acrylate crosspolymer, sodium 
hydroxide, citric acid, and water. 

As demonstrated with extensive data in the Specification, the instant 
dermatological composition is not only effective in treating transient acantholytic 
dermatitis, acne millaris necrotica, acne variolifomnis, perioral dermatitis, acneiform 
eruptions, acne vulgaris, or seborrheic dermatitis, but also does not cause skin 
irritation, or increase of skin sensitivity after daily use of the instant composition for a 
substantial period of time up to several months (see Examples 4-14, particularly 
Example 9). Therefore, it has strong clinical advantages in treating these 
dermatological conditions. 

Komer fails to teach Applicant's claimed dermatological composition defined in 
Claim 11. Komer teaches a pour-on formula comprising 0.5% of Ivermectin and at 
least 5% of N-methyjpyrrolidone, 2-pyrrolidone or their mixtures for treatment of 
animals against ectoparasites (Abstract and Examples 15-16). 

As shown in the references submitted in Applicant's response dated 
October 3, 2007, N-methyl pyrrol idone can cause itching, redness, scaling and 
hives of skin. Similarly, 2-pyrrolidone may result in irritation upon contacting with 
skin. Therefore, Komer's formulations including N-methylpyn-olidone and/or 2- 
pyrrolidone together with avermectln for treatment of ectoparasites is not suitable 
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for treating dermatological conditions, particularly for daily use for a prolong period 
of time. In this context, it is apparent that Komer teaches away from Applicant's 
claimed invention. 

Evans et al teach a pour-on formijl;;ation for control of parasites, which 
comprises an endoparasiticide including ivermectin and a carrier comprising at 
least one saturated aliphatic carboxylate ester of a mono alkyi ether of a mono- or 
poly- alkylene glycol. Evans et al teach their formulation has improved efficacy, 
freedom from unacceptable skin reactions even when applied to sensitive breeds 
of animals and long shelf life. 

However, Evans et al fail to teach Applicants claimed dermatological 
composition, which does not contain Evans' key component of saturated aliphatic 
carboxylate ester of a mono alkyI ether of a mono- or poly- alkylene glycol, yet can 
be used for prolonged period time without skin irritation or increase skin sensitivity. 

Since neither reference teaches Applicant's claimed dermatological 
composition, one of ordinary skilled in the art would not be motivated to combine 
Komer and Evans et al in order to obtain Applicant's claimed composition. Even if 
one combines, one would not obtain Applicant's claimed composition. 

Therefore, Applicant submits that Applicant's claimed demnatological 
composition defined in Claim 1 1 is unobvlous in view of the prior art of record. 

With regard to Claims 12-16, these claims are dependent upon Independent 
Claim 11, Under the principles of 35 U.S.C. §112, 4th paragraph, all of the limltjations 
of each independent claim are recited in its respective dependent claims. As 
described above, independent Claim 11 is not obvious, as such Claims 12-16 are 
submiued as being allowable over the art Of record. 

Accordingly, Applicant respectfully requests withdrawal of the rejection under 
35U.S.C. §1 03(a). 

It is respectfully submitted that Claims 1M6, the pending claims, are now In 
condition for allowance and such action is respectfully requested. 
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Applicant's Agent respectfully requests direct telephone communication from 
the Exanniner with a view toward any further action deemed necessary to place the 
application in final condition for allowance. 





Registration No. 44,211 
Agent of the Applicant 



Please address correspondence to: 



Customer No, 27353 
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Ceteareth-20 

Material Safety Data Sheet (MSDS) 



1. PRODUCT IDENTIFICATION 

Product Name: cete3reth-20 
INCr Name; ceteareth-20 

Synonyms: polyoxyethylene ether of cetyt/stearyf alcohol 
CAS Number; 68439-45-6 
EINECS Number: 
Origin: sytitfi etic 

2. PHYSICAL & CHEMICAL PROPERTIES 



Melting Point: 
Belling PeAnti 
Vapor Density, Aind : 
Vapor Pressure: 
Specific Gravity: 
Solubility in water 
pH Value: 

Appearance & Odor: 



40^0 (WF) 
not appllcalilt^ 
^1 

<1 mmHg at 25*C 

not determined 

dissolves in water & alcohols 

5-7(10%figlutiQn) 

white powder, no odor 



3. STABILITY & REACTIVITY 

Chemical Stability: stable under norma) conditions 
fncompaUbirity: Mey reaa wtih Sirong oxidising egents 
HajEardou5i Decomposition: biodegradable; burning can ptoduce 
cer^on monoxide and carbon dioxide 
H»2»rdoirA Prklympri^stlon: wfli not oeeur 

4. HANDLINO & STORAGE 

Avoid fipniqot with eyes. Waah liiQTwghiy after handling. Aa wiUi vll 
chemicals, good Industriet hygiene practices should be followed 
when handling this nrratartaL 

Avoid tteezing or e)<ce$sive heat Do not handle or store near an 
open flame, heat or other souroee of rgnition. Keep the container 
tightry closed and In a cool, wefl-ventllated place. 

5. ACCIDENTAL RELEASE MEASURE3 

Isolate spiir area immediately. Keep unauthorised personnel away. 
Ventilate closed spaces before entering. Do not lOMch or walk 
ihraugh spi«ed material. Prsveni entry into waterways, sewers, 
basements or confined areas. Surface may become slippery after 
spillage. Use vacuum or broom sweeping and remove to disposal 
ccnt^ilnRr If damp, flush with water. 

6. EXPOSURE CONTROLS & PERSONAL PROTECTION 

Respiratory Protection: Whissm exposure likeiy exce«ds accep- 
table Criteria, use NIOSH/OSHA-approvcd respiratoiy equipment. 
Protective Clothing: Gloves recommended to prevent prolonged 
skin contact Safety glasses, goggles, or face shield recommended 
for eye protection. 

Other Protective Measures: Bnployees mgst practice good 
per&ohaf hygiene, washing exposed areas of skin several times daily 
nnd lAiinriArino contaminatod dothtng before re- jse. 

7. HAZARDS IDENTIFICATION 

General: no specrTio hMlth hAvptrfs n»ported. 
inhalation: no evidence from toxic effects from available 
infonnetion. 



Eye Contact: no inrltatlon is likely to occur; if symptoms develgp 

seek medical attention, 

Sicin Contact, no irritation Is likely to occur 

Ingestion: no evidence from adverse effects from avaPable 

Information. 

8. FIRST AID MEASURES 

Ey«c: IrrigAto ay<t«t with & heavy etroam df water ibr ot icoat 20 
minutes. Seek mecfical attention rf symptoms persist 
Skin: Wash exposed areas of the body with plenty of water. 
Inhalation: Remove from area of exposure. If breathing is 
difficult give oxygen. Seek medical attention if symptoms pareiet 
ingestion: Drink water. Do not Induce vomiting. Consult medical 
personnel. Never give anything by mouth to an unconsdous person. 

9. FIRE FIGHTING MEASURES 

Flash Point: ^ITS^'C (>34r*C) 

Extinguishing Media: water spray, foam, cartoon dioxtde 
Fire Fighting Procedures: Firefighters should wear full lira- 
fighting tum-oui gear (full Bunker gear) Including NioSM-approved 
SB^f-cantaineri hrfiathing j^prwraM.ift wim fi.fn fcicepieco oporatod in 
the pressure demand or other positive pressure mode. 

10. TOXICOLOGICAL INFORMATION 

Acute LD5D: not data available 
Dermal and Eye Irritation Test: not data available 
Carcinogenictty: not data available 
Mutagenicity: not data availat>ie 

11. DISPOSAL CONSIDERATIONS 

storage and Oisposa) must t>e in acconiance with appllcat>le local, 
state & federal disposal regulations. Characterization and com- 
pliance with applicable laws are the respons9)lllty solely of the • 

geoorator. 

12. TRANSPORT INFORMATION 

Dot Shrpping Namo: Refer to oorrcoponding hararrf cio99 
ADR/RIC Code: Refer to con'esponding h^zsrd class 
Sea Transport IMDG Code: Refer to corresponding hazard class 
Air Transport 1ATA: Refer to correspomling hazard class 

13. DISCLAIMER 

This Information relates only to the spedfic materia) designated and 
may not be valid for such material used in combination with any 
other materials or in any other process. Such irrfonnation is to be 
the best of the company's knowledge and believed accurata and 
rfiilable 09 caC Ihc date indicated. Howtfv«i, no represeniatlon, 
warranty or guarantee of any kind, express or implied, Is nrade as 
to its Bcouracy. reliability or completeness and we assume no 
responsibility for any loss, damage or expense, direct or 
con$e(|uential. arising out of use. It is the user's naaponsibrlity to 
satisfy himseK as to the suitableness A completeness of such 
informatkjn for his own particular use. 



ALL DATA HEREIN ARE ALL AS PER OUR SUPPLIER. 
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